
,~,’

# ~“’”
VW330’4

)
fl~/-3 s @p,

‘lmANRHw~ F~ {
@

4
4298 Elysian Fields Avenue

‘;-* .* NewOrleans,LA70122
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Telephone(S04) S89-7166
Fax(504)S8946S7

May 23, 1997

97 NOL 49. .

Ms. Kathy Levy

Directorof Radiology
Chalmcttc MedicalCenters
9001 Patricia Street
Chalmette,LA 70043

Dear Ms. Levy:

Your fxility was inspectedon March 21,1997,by a representativeof the Foodand Drug
Administration(FDA). This inspection revealed that your facility failed to comply with certain

D

of the QualityStandardsfor Mammography(Standuds) as specified in Title 21, Code of F’ederu/
Regulations (CFR), Part 900.12, as follows:

—
● The interpretingphysician is unqualified to interpret mammogramsdue to the lackof

both boardcetiification horn any of the approvedboards and two months fill-time
training in the interpretationof mammograms.

The specificdeficiencynoted above appeared under the LCVC11 heading on your MQSAFacility
InspectionRcpofl,whichwas issued at the close of the inspcctiont This deficiencymaybe
symptomaticof seriousunderlyingproblems that could compromise the quality of
mammographyatyour facility.

In addition,your responseshould address the Level 2 noncompliaccs that were listedon the
inspectionreportprovidedto you at the close of the inspection. ‘IIICSC LCVCI 2 noncompliances
are:

● The intc~rctin~;physiciandid not meet the continuingexperience requirement,i.e,

*-

intc rctin an t&r_ageof#patient examinationsper month over @months: S

● The intcfprcting:;)lysjcjan does not h urs of continuing
medicalcducatij I in mammography:
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● The interpreting physician’s initial experiencewas inadequate(reading and int rcting
e examinationsof at least~atients in @months):*

This letter is not intended to be an all-inclusivelist of deficienciesat your facility. It is your
responsibilityto ensure adherence to each requirementof the MammographyQuality
StandardsAct of 1992 (lUQSA) aod FDA’s regulations. You are responsiblefor
Investigatingand deterrnloing the causesof the deficiencies that the inspectionidentifies
and promptly initiate permanent correctiveactions.

If you fail to promptly correct this deficiency,FDAmay, without fhrthcrnotice, initiate
regulato~ action. Under MQSA, FDA may:

● impose civil money penalties on a facilityof up to $10,000 for each failure to
substantially comply with, or each day of failureto substantiallycomplywith, the
Standards.

● suspend or revoke ● facility’s FDAcertificatefor failureto complywith the Standards.

● seek an injunction In federalcouti to prohibitanymammographyactivitythat -
constitutes a serious risk to humanhealth.

Within 15working days aficr receiving this letter, youshould noti~ FDA in writingofi

Q each step your facility is taking to preventthe recurrenceof similar violations.

● each step you wili take to rc-evaluateall mammogramsread by_

[f your facility is unable to complete the correctiveactionwithin 15workingdays,youshould
state the reiuon for the delay and state the time withinwhich the comction will be completed.

Pleasesend your response to Nicole F, Hardin,ComplianceOfl’iccr,Foodand Drug
Administration,4298 Elysian Fields Avenue,NewC)rlcans,LA 70122.

If you have any questions regarding this letteror howto ensure you arc meetingMQSA
standards,please call Ms. Hardin at (504) 589-7166.

kcr
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$ cc: Mr. Jim Potter
Director,Govemrnent Relations
AmericanCollege of Radiology
189I Preston W’hitcDrive
Rcston, Virginia 22091

Departmentof EnvironmentalQuality
Office of Air Quality and Radiation Protection
RadiationProtection Division
P.O. BOX 82135
Baton Rouge, LA 70884.2135
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HFA-224RecordsSectionAttn:Ctic Russell (PUN)
HFC-210(CFN:2319629)DCMOAttn:SandraWhetstone(TW)
HFL35(purgedNFH)FOIStaff (PKf-N)
HFZ-240CDM, DMQRPAttn:FlorenceHoun,MD (P150)
HFZ-322CDRH,DiagnosticDevicesBranchAttn:Thomas M. Jakub (OM4)
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